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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
• Extensions of time may t>e available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 .704(b). 

Status 

1 )M Responsive to communication(s) filed on 09 March 2006 . 
2a)|g| This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for fornnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 13-23 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) K| Claim(s) 13-20 is/are allowed. 

6) IE1 Claim(s) 21:23 is/are rejected. 

Claim{s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n the specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawlng(s) is objected to. See 37 CFR 1.121(d). 
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Applicant's amendments and comments, received March 9, 2006, have been 
fully considered by the examiner. In particular, it is noted that applicant has 
renumbered the claims13-23 as suggested by the examiner. The following is a 
complete response to the March 9, 2006 communication. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Objections 

Claimi is objected to because of the following informalities: as amended, line 5 
recites "wherein the distal end if the first handle" and should apparently recite "wherein 
the distal end of the first handle". Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

Claim 21 is rejected under 35 U.S.C. 102(b) as being anticipated by Neilson et al 
(5,733,319). 

Neilson et al disclose a catheter system comprising a handle portion (30 - Figure 
2A) havirig first and second flow paths (94B,96B). A pressure sensor (130) is provided 
that communicates the pressure of fluid in the fluid pathway (see Abstract). The 
pressure sensor is used to control the fluid delivered to the system (Abstract). As 
discussed at column 12 of the Neilson et al patent, a control system allows for the 
control of the delivery of the fluid based on the monitored temperature and/or pressure 
of the fluid in the circulation system. The control system is also inherently operable to 
terminate delivery of the fluid (i.e. if an errant temperature/pressure is detected). The 
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pressure at the distal end of the return lumens is inherently less than the pressure at the 
supply lumen inlet. 

Claims 21-23 are rejected under 35 U.S.C. 102(b) as being anticipated by Imran 
et al (5:348,554). 

Imran et al disclose a flexible catheter (col. 2, line 42) having first (52) and 
second (53) flow paths for circulating a coolant from a coolant source (61 ). Pressure 
sensors (P1 and P2) may be used to determine the pressure of the circulated fluid and 
are operative to terminate fluid flow. The fluid source is pressurized via pump (66) and 
the second path is in communication with a vacuum source (71) that applies negative 
pressure to the second lumen. The pressure sensor is also operative to detect a leak In 
the system (i.e. by showing a discrepancy in the sensor readings). 

Response to Arguments 

Applicant's arguments with respect to claim 21 and the Neilson et al reference, 
filed March 9, 2006, have been fully considered but they are not persuasive. 

Applicant contends on pages 4 and 5 of the response that Neilson discloses 
using the sensor feedback for "adjustment of the temperature and flow rate" to cool 
tissue, but that Neilson never discloses or suggests "terminating fluid flow". First, it is 
the examiner's position that the language "the pressure sensor is operative to terminate 
fluid flow" is merely a statement of the intended use of the sensor. That is, a sensor, 
per se, can not tenninate fluid flow. The sensor would need to be connected to a 
control mechanism such that the control signal would allow for the termination of the 
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fluid flow. Claim 21 fails to recite any specific control mechanism to perform the 
termination of fluid flow, and the statement that the pressure sensor is "operative to 
terminate fluid flow" is deemed to be broadly interpreted as "capable of sending a signal 
that may terminate fluid flow". Clearly, the Neilson et al pressure sensor is capable of 
sending such a signal. Moreover, the examiner maintains that feedback systems such 
as taught by Neilson et al that control a flow rate would intuitively include means to 
terminate fluid flow should the feedback signal be proportionally large enough to 
indicate that such a condition would necessitate a shut down. That is, abnormally large 
pressure values would indicate the system is overloaded or unsafe and fluid flow should 
be terminated. The examiner maintains that termination of sources in a feedback 
system are generally well known. However, the examiner also maintains that 
applicant's claims fail to recite the necessary structure and/or means for performing the 
function and that the function is merely a recitation of intended use. 

Regarding the Imran et al reference, the examiner again maintains that the 
pressure sensors are "operative to terminate fluid flow" since the user may see a 
dangerous pressure level and turn off the fluid source. The Imran et al reference is 
newly cited to meet the limitations now added to independent claim 22. . 

Allowable Subject Matter 

Claims 13-20 are allowed. Applicant's amendment to claim 13 has overcome the 
prior art of record and rewritten the claim in a manner substantially analogous to 
applicant's U.S. Patent No. 6,440,126. The Terminal Disclaimers filed with the March 
9, 2006 response are acceptable and have obviated the double patenting issues. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented In 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Peffley whose telephone number Is (571) 272- 
4770. The examiner can normally be reached on Mon-Frl from 6am-3pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (571) 272-4764. The fax phone number 
for the organization where this application or proceeding Is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAiR. 
Status information for unpublished applications Is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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